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RegistraUon #: 22-R-0124 (1 Oct 2005 - 28 Feb 2006) 
Explanation of Category ‘E* Animals 
1. Number of Animals and Species Used in: 


Used: 75 Dogs 

Number of Category E animals; 3 


M 

Used: 104 Dogs 

Number of Category E animals: 2 
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Used: 1780 Guinea pigs 
Number of Category E animals: 9 

2. E*rocedure Used: 


b4 


3-dogs; 28-day oral toxicity study. 

• 1 dog exhibited progressive clinical signs and was humanely euthanized. 

• 2 dogs exhibited multiple episodes of emesis in conjunction with progressive clinical signs 
throughout the study. 

b4 

2-dogs: 3-month oral toxicity study. One dog had an intra-digital mass that could not be treated with 
analgesics because it was on study. One dog had decreased motor activity and other clinical signs 
throughout the study. 
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9-guinea pigs - During a respiratory study animals developed severe responses and were euthanized or 
found dead. 


3. Justification for procedure: 


- Toxicity Studies in Rats, Mice, Dogs, Rabbits, and Guinea Pigs 

The international regulatory process to approve new drug formulations and candidate drugs requires drug 
safety assessments. The goal of these studies is to investigate the toxicity of a new drug or formulation. 
The administration of any pain relieving drugs to these animals could interact and alter the results of the 
study. 


b4 ■ Toxicity Studies in Rats. Mice. D<^, Rabbits, and Guinea IMgs 

The international regulatory process to approve new drug formulations and candidate drugs requires drug 
safety assessments. The goal of these studies is to investigate the toxicity of a new drug or formulation. 
The administration of any pain relieving drugs to these animals could interact and alter the results of the 
study. 


Guinea pig models for drug discovery 

The guinea pig is a valuable animal model for the discovery and development of treatments and potential 
candidate drugs. 


4. Procedure required by: 


I Agency: FDA. 

Federal Food. Drug, and Cosmetic Act CFR: 505 { 4 ) ( i ) ( I ) ( A ) 






